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DETAILED ACTION 

1) Claims 1 to 7 are pending in tine instant application. 

Election/Restrictions 

2) Applicant's election of invention I, drawn to an organic ion transporter 
polypeptide, in the reply filed on 14 January, 201 1 is acknowledged. Because applicant 
did not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP 

§ 818.03(a)). 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tine invention, and of tine manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3) Claims 1 and 2 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description and enablement requirements. These 
claims encompass subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention and in such a 
way as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

Claim 1 encompasses any protein that might be encompassed by the limitation 
"cerebral type organic anion transporter 0AT3". Claim 2 is essentially as broad as 
claim 1 since the phrase an "amino acid sequence with such a modification of the amino 
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acid sequence represented by SQ ID No. 2 or 4 as deletion of a part of the amino acid 
sequence, or substitution or addition with other amino acids" allows one to change 
every amino acid in SEQ ID N0:2 or SEQ ID N0:4 so long as the protein remains a 
"cerebral type organic anion transporter". As such, these are single means claims. A 
single means claim, i.e., where a means recitation does not appear in combination with 
another recited element of means, is subject to an undue breadth rejection under 35 
U.S.C. 112, first paragraph. In re Hyatt , 708 F.2d 712,>714 - 715,< 218 USPQ 195>, 
197< (Fed. Cir. 1983) (A single means claim which covered every conceivable means 
for achieving the stated purpose was held nonenabling for the scope of the claim 
because the specification disclosed at most only those means known to the inventor.). 
When claims depend on a recited property, a fact situation comparable to Hyatt is 
possible, where the claim covers every conceivable structure (means) for achieving the 
stated property (result) while the specification discloses at most only those known to the 
inventor. See M. P. E. P. 2164.08(a) 

In addition, the text in the first full paragraph on page 4 of the instant specification 
states that "[t]he inventive organic anion transporter 0AT3 is a transporter with a wide 
range of substrate selectivity and transports organic anions with different chemical 
structures", thereby functionally defining the term "cerebral type organic anion 
transporter 0AT3". However, the only functional "0AT3" proteins that are described in 
the specification comprise either the entire amino acid sequence presented in either 
SEQ ID N0:2 or SEQ ID NQ:4. The instant specification does not describe any other 



Application/Control Number: 09/787,194 
Art Unit: 1649 



Page 4 



"OATS" protein in sufficient detail to demonstrate possession tliereof as of tlie filing of 
the instant application. 

In the precedential opinion in Ex parte Kubin, 83 USPQ2d 1410 (BPAI 2007), the 
Board of Patent Appeals and Interferences determined that the subject matter of a claim 
(claim 73) encompassing "a genus of polynucleotides encoding polypeptides 'at least 
80% identical to amino acids 22-221 of SEQ ID N0:2' which bind to CD48" was not 
adequately described by a specification disclosing the sequences of "two nucleic acids 
falling within the scope of" the claim "and three fusion proteins whose" encoding 
"nucleotide sequences would fall within the scope of" that claim. As stated in that 
opinion, "[n]one of these sequences varies amino acids 22-221 of NAIL, and thus these 
sequences are not representative of the genus" claimed. The board held that: 

"Appellants also have described how to make and test other sequences within claim 
73 sufficiently to satisfy the enablement requirement. However, they have not described 
what domains of those sequences are correlated with the required binding to CD48, and thus 
have not described which of NAIL's amino acids can be varied and still maintain binding. 
Thus, under Lilly {Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406) "and its progeny, their 
Specification would not have shown possession of a sufficient number of sequences falling 
within their potentially large genus to establish possession of their claimed genus. Cf. Enzo, 
323 F.3d at 964, 63 USPQ2d at 1612 ('if the functional characteristic of ...binding to [CD48] 
were coupled with a disclosed correlation between that function and a structure that is 
sufficiently known or disclosed,' the written description requirement may be met). 

Without a correlation between structure and function, the claim does little more than 
define the claimed invention by function. That is not sufficient to satisfy the written 
description requirement. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406 ('definition by 
function... does not suffice to define the genus because it is only an indication of what gene 
does, rather than what it is')" 
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In the instant case, claims 1 and 2 recite the functional limitation required by the 
term "organic anion transporter OATS" in the complete absence of the recitation of any 
of those structural features that must be present to provide that recited functionality. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4) Claims 1 and 2 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

4.1 ) Claims 1 and 2 are vague and indefinite in so far as they employ the term 
"organic anion transporter 0/473" as a limitation. Because the instant specification does 
not identify that property or combination of properties which is unique to and, therefore, 
definitive of an "organic anion transporter 0/473" an artisan can not determine if a 
compound which meets all of the other limitations of a claim would then be included or 
excluded from the claimed subject matter by the presence of this limitation. For 
example, it is unclear how the phrase "an organic anion transporter 0/473 comprising 
the amino acid sequence of SEQ ID N0:2" differs in scope from " an organic anion 
transporter comprising the amino acid sequence of SEQ ID N0:2", which is 
unambiguous because only a function and a corresponding structure are recited. 

4.2) Claim 2 is vague and indefinite because the metes and bounds of the 
phrase "an amino acid sequence with such a modification of the amino acid sequence 
represented by SQ ID No. 2 or 4 as deletion of a part of the amino acid sequence, or 
substitution or addition with other amino acids" are undeterminable. 
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Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, macliine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

5) Claims 1 and 2 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. These claims encompass a protein 
as it occurs in nature and, therefore, is neither new nor the invention of Applicant. To 
avoid such a rejection, the claims should recite an inventive concept that reflects the 
hand of man, such as requiring the protein to be "isolated", as taught in the third 
paragraph on page 1 of the specification. 

Ciaim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

6) Claims 1 and 2 are rejected under 35 U.S.C. 102(a) as being anticipated 
by the Beier et al. patent publication (WO 97/42321 , 13 Nov. 1997, cited by Applicant). 
These claims encompass the protein that was described in SEO ID N0:4 of Beier et al., 
which is 94.7% identical to SEO ID N0:2 of the instant application. 

7) Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated 
by the Sekine et al. publication (J. Biol. Chem. 272(30):1 8526-1 8529, 25 Jun. 1997, 
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cited by Applicant). Because tine instant specification fails to identify those structural or 
functional features that materially distinguish a "cerebral organic anion transporter 
OATS" from any other organic ion transporter expressed in a brain, these claims appear 
to encompass the organic ion transporter protein described in Figure 2 on page 18528 
of Sekine et al. The text in the first full paragraph on that page discloses that the 
transporter protein described therein is expressed in rat brain. 

Allowable Subject Matter 
8) The prior art of record did not disclose or suggest an isolated protein 
comprising the entire amino acid sequence presented in SEQ ID N0:2 or 4 of the 
instant application. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D. Dim whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571) 272-091 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 



Application/Control Number: 09/787,1 94 Page 8 

Art Unit: 1649 

Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/John D. Ulm/ 

Primary Examiner, Art Unit 1649 



